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- The MAILING DATE of this communication appears on the cover sheet with the cnrr^^nnnHi^nr^ ^n^r^^^ 
All claims being allowable PROSECUTION ON THE MERITS IS (OR REUmSwtlD^^^^^^^ 
herewith grprev^^^^^^^^^^ 

^r^r?S;;iheTpp^ -''J-^ *° at the initiative 

1 . ^ This connmunication is responsive to the amendment filed 3-4-04 

2. ^ The allowed claim(s) is/are 37-44 . 

3. S The drawings filed on 12 January 2001 are accepted by the Examiner. 

4. [El Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d)or (f). 

a) lEI All b) □ Some* c) □ None of the: 

1. ^ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 

3. □ Copies of the certified copies of the priority documents have been received in this national stage application from the 

International Bureau (PCT Rule 17.2(a)). 
* Certified copies not received: . 

^oThS ™REE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements 
i^fc?™'°"'- '^^""'■^ *° *"^^'y ^^'"P'y ABANDONMENT of this application requirements 

THIS THREE-MONTH PERIOD IS NOT EXTENDABLE. 

^' ° fM?npt"^zIi^'i"^AT?,JJ':!oo^ DECLARATION must be submitted. Note the attached EXAMINER'S AMENDMENT or NOTICE OF 
INFORMAL PATENT APPLICATION (PTO-152) which gives reason(s) why the oath or declaration is deficient. 

6. □ CORRECTED DRAWINGS ( as "replacement sheets") must be submitted. 

(a) □ including changes required by the Notice of Draftsperson's Patent Drawing Review ( PTO-948) attached 
1) □ hereto or 2) □ to Paper No./Mail Date . 

(b) □ including changes required by the attached Examiner's Amendment / Comment or in the Office action of 
Paper No./Mail Date . 
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of Biological Material 
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6. S Interview Summary (PTO-413), 

Paper No./Mail Date . 

7. ^ Examiner's Amendment/Comment 

8. □ Examiner's Statement of Reasons for Allowance 

9. □ Other . 
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1 . An examiner's amendment to the record appears below. Should the changes and/or 
additions be unacceptable to applicant, an amendment maybe filed as provided by 37 CFR 
1.312. To ensure consideration of such an amendment, it MUST be submitted no later than the 
payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview with 
Dr. Mark Nuell on 4-22-04. 

The application has been amended as follows: 
In the specification: 



The term "CLAIMS" on line 1 of page 53 has been replaced with - What is claimed is: - 

The paragraph "The invention is directed to the retention of the stability of formulations 
useful for a gene therapy during the preparation and preservation. 

In the invention, at least one saccharide and/or at least one non-hydrophobic amino acid 
and/or at least one organic acid having two or more carboxyl groups except amino acids, or a 
collagen or a gelatin and at least one amino acid are added to a gene formulation." On page 57 
has been replaced with: 

-- The invention is directed to the retention of the stability of formulations useful for a 
gene therapy during the preparation and preservation, hi the invention, at least one saccharide 
and/or at least one non-hydrophobic amino acid and/or at least one organic acid having two or 
more carboxyl groups except amino acids, or a collagen or a gelatin and at least one amino acid 
are added to a gene formulation. ~ 



Application/Control Number: 09/701,013 



Art Unit: 1632 



Page 3 



In the claims: 

In claim 41, the phrase "circular DNA and citric acid and/or tartaric acid" on line 4 has 
been replaced with - circular DNA and citric acid or tartaric acid or both citric acid and tartaric 
acid ~. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shin-Lin Chen whose telephone number is (571) 272-0726. The 
examiner can normally be reached on Monday to Friday from 9:30 am to 6 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. Amy Nelson can be reached on (571) 272-0804. The fax phone number for this 
group is (703) 872-9306. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group receptionist, whose telephone number is (703) 308-0196. 



Shin-Lin Chen, Ph.D. 



